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DETAILED ACTION 

A request for continued examination under 37 CFR 1.114, including the 
fee set forth in 37 CFR 1 .17(e), was filed in this application after final rejection. 
Since this application is eligible for continued examination under 37 CFR 1.114, 
and the fee set forth in 37 CFR 1 .1 7(e) has been timely paid, the finality of the 
previous Office action has been withdrawn pursuant to 37 CFR 1 .1 14. 
Applicant's submission filed on 06/11/2009 has been entered. 

Claims 1-22 have been canceled. New claims 23-40 have been added. 

Claim Objections 

Claims 23-40 are objected to because of the following informalities: In line 
1 of each of claims 23 and 31, the term "reversible" should read "reversibly". 
There is a comma missing between the words "tape" and "sheet" in line 3 of 
claim 39. Appropriate correction is required. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and use the same and shall set forth the best mode contemplated by the inventor of carrying 
out his invention. 
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Claims 30 and 38 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains 
subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the 
time the application was filed, had possession of the claimed invention. 

This is a new matter rejection. 

The term "formed polyethylene" does not appear to be specifically 
disclosed anywhere in the specification as originally filed, insofar as the 
Examiner can determine. Accordingly, this appears to be new matter; Applicant 
is required to point out where the term allegedly finds original support. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 23-40 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

The term "substantially free of water and peroxide" in claims 23, 31 and 
39 is a relative term which renders the claim indefinite. The term "substantially 
free" is not defined by the claim, the specification does not provide a standard for 
ascertaining the requisite degree, and one of ordinary skill in the art would not be 
reasonably apprised of the scope of the invention. 
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The skilled artisan would not be able to ascertain the amount of water and 
peroxide that could be in the compositions in order for them to be considered 
"substantially free" of water and peroxide. 

Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for 
all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 102 of this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which 
said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

Claims 23-40 are rejected under 35 U.S.C. 103(a) as being unpatentable 
overOniki et al. (WO 03/030851), US application 10/491191 provided as a 
translation, in view of Takeda et al. (US 2001/0007652). 

Oniki et al. teach a method of making teeth look whiter by causing a 
whitening component to infiltrate into the tooth enamel, thereby changing the 
optical properties of the enamel without chemical reactions (page 1, lines 8-15, 
page 2, lines 33-37). The method reversibly makes teeth look apparently cloudy 
and whiter (page 3, lines 1-7). The whitening component is one or more selected 
from lower alcohols having four or less carbon atoms, such as ethanol, isopropyl 
alcohol, n-propanol and n-butanol; glycols having ten or less carbon atoms such 
as propylene glycol, diethylene glycol, ethylene glycol, dipropylene glycol and 
1,3-butylene glycol; polyethylene glycols, such as those having a molecular 
weight of 200-800; glycerin and diglycerin (page 4, lines 1 5-29). The whitening 
component can be used in conjunction with water in a ratio as high as 100/0, i.e. 
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no water (page 5, lines 7-1 1 ). The amount of whitening component should 
preferably be 20% to 1 00% of the entire composition (page 5, lines 1 9-20). The 
tooth whitening composition is comprised of a gelling agent such as 
carboxymethylcellulose in amounts from 0.1 to 15% (page 6, lines 8-13). The 
whitening composition is incorporated with surfactants such as sodium lauryl 
sulfate in amounts form 0.1 to 10% (page 6, lines 27-31 ). The whitening 
composition should preferably be applied to teeth in concert with a special tool 
which retains and keeps it in position in contact with teeth, prevents the 
composition from dissolving and dilution by saliva and eliminates unpleasant 
feeling. It may be formed from a water-insoluble material in the form of a tape, 
sheet or film (page 8, lines 24-36). The tools should be formed from materials 
such as polyethylene, foamed polyethylene, polypropylene, polyester, rayon, 
pulp, cotton, silk and paper (page 9, lines 1 3-1 5). The duration of application is 
1 to 120 minutes per dosage (page 10, lines 9-12). 

Oniki et al. does not teach that the composition is further comprised of a 
substance (B). 

Takeda et al. teach a dentifrice composition for imparting gloss on teeth 
comprising shellac; when the composition is used the whiteness inherent in teeth 
can be given to the teeth, and good gloss, brightness and luster can be further 
imparted on teeth due to the prevention of the irregular reflection of light by a 
coating of shellac (Abstract, [0039]), i.e. shellac changes the optical properties of 
teeth. The composition can be in the form of a gel [0007], [0016]. The content of 
shellac is 0.01% to 10% [0013]. The composition comprises propylene glycol 
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and/or glycerin [0018]. Thickening agents such as sodium 
carboxymethylcellulose are used in the compositions [0017]. Foaming agents 
such as sodium lauryl sulfate may be included in the composition in amounts of 
1 .5% by weight [0017] and [0025]. No particular limitation is imposed on the 
usage of the dentifrice compositions [0019]. Shellac is comprised of jalaric acid 
and aleuritic acid, i.e. 

9,10,16-trihydroxypalmitic acid with ester or lactone linkage. 1 

Takeda et al. does not teach a specific embodiment comprised as in 
claim 1. 

Generally, it is prima facie obvious to combine two compositions, each of 
which is taught by the prior art to be useful for same purpose, in order to form a 
third composition to be used for the very same purpose. The idea for combining 
them flows logically from their having been individually taught in the prior art. See 
MPEP 2144.06. Accordingly, it would have been obvious to combine the shellac 
in the weight ratios of Takeda with the composition of Oniki et al. in order to form 
a third solution that also changes the optical properties of teeth and makes teeth 
appear white. 

In regards to claims 28 and 36, the prior art does not teach the specific 
amounts of the tooth whitening ingredient, A. The prior art does not disclose the 
exact claimed values, but does overlap: in such instances even a slight overlap in 
range establishes a prima facie case of obviousness. In re Peterson , 65 USPQ2d 



1 Sharma, S.K. et al., Shellac-Structure, Characteristics & Modifications, Def. Sci. J., 1983, p. 
262-263. 
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1379, 1382 (Fed. Cir. 2003). Oniki et al. teach from 20% to 100% of the 
whitening ingredient versus 50.0 to 99.5% of the instant claims. 

All claims are rejected. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should 

you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Darryl C. Sutton whose telephone number is 
(571)270-3286. The examiner can normally be reached on M-Th from 7:30AM to 
5:00PM EST or on Fr from 7:30AM to 4:00PM EST. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Frederick Krass, can be reached at (571)272-0580. The 
fax phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 
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